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Mpepncnosue

1 PA3PABOTAH Accounauyneii «Hekommepueckoe naptHepcTBo KoopanHaunoHHo-NHpopMaLnoHHbIl
LleHTp rocygapcTB — y4yacTHMKOB CHI no co6nvxeHnto perynaTopHbixX npaktuk» (Accoumaums «HM KWL, CHIM»)

2 BHECEH TexHnuyeckum KommuteToM no ctaHgapTtusaumm TK 339 «Xnmuyeckasa 6e30nacHOCTb BELLECTB
n mMatepuanos»

3 YTBEPX/JEH W BBEAEH B JEWCTBWE MNpukasom ®efepasbHOr0 areHTcTBa M0 TeXHWYECKOMY
perynunposaHuio n metposiorun ot 8 asrycta 2019 r. No460-cT

4 B HacTosilleM cTaHAapTe peanu3oBaHbl NosioxeHus PekomeHpgauuin OOH ST/SG/AC.10/30/Rev.7
«CornacoBaHHasi Ha rno6asbHOM ypoBHe cucTeMa knaccudukaumm onacHoCTU U MapKUpPOBKM XMMUYECKON
npoaykunn (CrC)» («Globally Harmonized System of Classification and Labelling of Chemicals (GHS)»).
ceflbMOe NepecMOTpPeHHOe n3faHne B YacTu knaccudmkalmm onacHocTu XMMUYeckoin npoaykuum (rnasa 3.8)

5 BBEJEH BTIEPBbIE

MpaBuna NpUMEHEHNs HACTOSILLEr0 CTaHAapTa yCTaHoB/EeHbl B cCTaTbe 26 defepasibHOro 3akoHa
oT 29 moHA 2015 r. Ne 162-®3 «O cTaHgapTwusauun B Poccuiickoii ®egepaunm». MHdopmauus ob
N3MEHEeHNAX K HacTosALLeMy cTaHaap Ty ny6ankyeTcs B exerogHom {no CocTOosHNI0 Ha 1SHBapsa TekyLero
roga) MHopMaLnoTIOM ykasaTesne «HaunoHanbHble CTaHAapThi», a ouuManbHbIi TEKCT U3MEHEeHW
M NOonpaBoOK — B €XEeMEeCAYHOM WHCOPMaLMOHHOM ykasaTene «HaunoHasbHble CTaHaapThi». B cnyvae
nepecMoTpa (3aMeHbl) AN OTMEHbl HACTOSALLEr0 cCTaHAapTa CooOTBeTCTBYyLee yBefoMm/eHe byaeT
ony6/IMKOBaHO B GMXaWLLEM BbINYCKE €XeMeCAYHOro MH(OPMALMOHHOIO yKasaTensa «HauuoHanbHble
cTaHgapThi». CoOTBETCTBYyWLWAA MHpopMauns, yBefOMIEHME U TeKCTbl pasMelanTcs Takke B
NHOPMaLMOHHOW cucTeme 06LLero nofb3oBaHNa — Ha oduLmanbHOM caiiTe PefepasbHOro areHTcTaa
No TEeXHNYEeCKOMY PeryimpoBaHnio 1 METPONOrMN B ce TN MHTepHeT (Www.gost.ru)

© CtaHpapTuHdopm. odpopmneHne. 2019

HacTosAwwii cTaHAapT He MOXeT GbITb NOTHOCTLIO UM YACTUYHO BOCNPOU3BEAEH, TUPAXMPOBAH U pac-
MpoCTPaHEH B KayecTBe ohnLMaNbHOTO N3faHns 6e3 paspeleHns ®efepasbHOr0 areHTCTBa N0 TEXHUYECKO-
MY PEeryMpoBaHuio U MeTposorum
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HAUWOHANBHbB N CTAHALAPT POCCUWNCKOMWN

PEAEPALMUMN

PYKOBO/JCTBO MO MPUMEHEHWNIO KPUTEPUEB KNTACCU®UKALUU ONACHOCTU
XVMWUYECKON NMPOAYKLUM NO BO3AENCTBUIO HA OPTAHN3M

MaﬁmpaTeanaﬂ TOKCUYHOCTb Ha OpraHbl-MULLUEHN ninnn CuctemMmbl Npn ogHOKpPpaTHOM BO3aelicTBUM

Guidance on the application of the criteria of chemicals classification for health hazard. Specific target organ toxicity at

single exposure

fata BBegeHns — 2020—06—01

1 O6nacTb NPUMEHeHUs

HacToswuii cTaHAapT COAEPXUT PYKOBOASILLUE NPUHUMMLI N0 BbIGOPY Hanboee NogXoAsAWmnX AaHHbIX 1
NPUMEHEHUI0 KPUTEPMEB KaccurKaLmnm onacHoCTU XMMUYECKOK Npoaykuum, obnagawlyeil u3bupatensbHoi
TOKCUYHOCTbIO Ha OpraHbl-MUWEHU U/MAN CUCTEMbI NPU OAHOKPATHOM BO3LEiCTBUN.

2 HopmaTuBHble CCbINKU

B HacTosAwem cTaHgapTe NCNO/b30BaHbl HOPMAaTUBHbIE CCbIIKU Ha cnefyolime ctaHfapThl:
FOCT 32419—2013 Knaccudukaymsi onacHOCTM XMMUYeckon npogykumm. O6wmne TpeboBaHns
FOCT 32423—2013 Knaccudmkaums onacHoCTM CMeCeBOI XMMUYECKON NpoAyKLuMM No BO3AECTBUIO

Ha opraHuam

FOCT P 56930 PykoBOACTBO MO NPUMMEHEHUIO KpUTEpPUEB Knaccudukaumm onacHocTu

npoayKuum no

BOS,D,eVICTBVIlO Ha opraHu3m. OcTpas TOKCMYHOCTb MpU BAbIXaHUN

FOCT P 56932 PykoBOACTBO MO MPUMEHEHUI0 KpUTEPUEB KnaccuukaLmm onacHocTu
BO34eNCTBUIO Ha opraHn3mM. OcTpas TOKCMYHOCTb Mpu NonagaHumn Ha Koxy
FOCT P 56957 PykoBOACTBO MO NPUMMEHEHUI KpUTepueB knaccudumkaumm onacHocTu

npoayKumum no

npoAyKuum no
FOCT P
npoAyKuum no
FOCT P
npoAyKuum no
FOCT P
npoAyKuum no
FOCT P
npoAyKuum no
FOCT P
npoAyKuum no
FOCT P
npoAyKuum no
FOCT P
npoAyKLMu no

BO3/eliCTBMI0 Ha opraHn3m. OcTpasi TOKCMYHOCTb NpW NpOraaTbiBaHUN

56958 PykoBOACTBO MO NPUMEHEHUIO KpUTEpueB Knaccudumkaunm
BO34€eCTBMIO Ha OpraHn3m. MopaxeHune/pasgpaxeHune Koxu

56959 PyKOBOACTBO MO MPUMEHEHUID KPpUTEpUEB Kraccudukaumm
BO3JeNCcTBUIO Ha opraHn3M. Cepbe3Hble NnoBpexaeHuns/pasgpaxeHne
57452 PyKkoBOACTBO MO NPUMEHEHMUIO KpuTepueB knaccudumkaumm
BO3/€NCTBMIO Ha OpraHn3mM. PenpofyKkTMBHas TOKCMYHOCTb

57453 PykoBOACTBO MO MNPUMEHEHUIO KpUTepueB Knaccudumkaunm
BO34€CTBMNIO HA OpPraHn3m. KaHLeporeHHocTb

57454 PyKoBOACTBO MO MPUMEHEHUID KpUTEpUeB Knaccudukaumm
BO3EeNCTBUIO HA OpraHn3m. MyTareHHocTb

58476 PyKkoBOACTBO MO MNPUMEHEHUK KpuUTepueB knaccudukaumm
BO3AeCTBMIO Ha opraHu3m. CeHcnbnnunsvpyoliee gelictene

58478 PykoBOACTBO MO NPUMEHEHWIO KpUTepueB Knaccudumkaumm
BO34€eCTBMIO Ha opraHn3m. OnacHOCTb Npu acnupauyum

onacHocCTH

OonacHoCTH

rnas

onacHoCTH

onacHocCTu

OonacHoCTH

onacHoOCTH

onacHocCTu

XUMUYecKol

XUMUYECKOA

XUMMYEeCKo

XUMUYecKol

XUMUYECKOA

XUMMYecKo

XUMUYecKol

XUMUYECKOA

XUMMYECKOo

XUMUYecKol

MpumeyaHue — MNpu NONb30BAHNN HACTOSLLMM CTAHAAPTOM LIEN1eCO06Pa3HO NPOBEPUTL AEHCTBIUE CChINIOUHbIX
CTaH4apTOB B MH(IOPMALMOHHON cUcTeMe O6LLEro NoJb30BaHMS HA OULMaIbHOM caiiTe deaepasnbHOro areHTcTea o
TEXHWYECKOMY PEryIvpoBaHuio ¥ METPOSIOTUN B CETU VIHTEPHET U/ MO EXErofHOMY MHGOpPMaLOHHOMY ykasarento «Ha-
LIMOHa/IbHbIE CTaHAAPTbI», KOTOPbINA OMY6/IMKOBAH NO COCTOSIHUIO HA 1 IHBaps TEKYLLLEro roga, 1 no BbiNyckam exemMecsiy-
HOTO MH(POPMALIMOHHOTO yKa3aTens «HauyoHasbHble CTaHAAPTbI» 3a TEKYLLUMIA rof. ECv 3aMeHeH CCbINOYHbIN cTaHaapT,
Ha KOTOpbIii JaHa HeAaTUpPOBaHHAs CCblKa, TO PEKOMEHAYETCS UCNOo/b30BaTh AECTBYHOLLYI0 BEpPCUI0 3TOTO CTaHAapTa

M3paHue oduymansHoe
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C Y4ETOM BCEX BHECEHHbIX B JaHHYI0 BEPCUI0 M3MEHEHWI. Ecnn 3aMeHeH CCbIIOYHBIA CTaHAApPT, Ha KOTOpbI AaHa aaTu-
poBaHHas CCbifka, TO pekoMeHAyeTCs NCNO/b30BaTb BEPCUIO 3TOTO CTaHAapTa C yKasaHHbIM BbILLE FOOM YyTBEPXAEHNS
(NpuHsTUSA). ECnn nocne yTBEPXAEHNSI HACTOSLLEro CTaHAapTa B CCbINIOYHbIM CTaHAapT, Ha KOTOpbIN faHa AaTupoBaHHas
CCbl/Ka, BHECEHO U3MEHEHWE, 3aTparuBatoLLee NosioXeHVe, Ha KOTOpoe aHa CCblsika, TO 3TO MOI0XKEHNe pekoMeHayeTcs
NpUMeHsTb 6e3 yyeTa JaHHOro N3MeHeHUs. ECNM CCbINOYHBIA CTaHAapT OTMEHEH 6e3 3aMeHbl, TO MOJIOXEHVE, B KOTOPOM
[laHa ccbl/ika Ha Hero, pekoMeHAyeTcs MPUMEHSATb B YacTy, He 3aTparviBatoLLeii 3Ty CCbIIKy.

3 TepMuHbI 1 onpeaeneHns

B HacTosWeM cTaHfapTe MpuUMeHeHbl TepMuHbl no FTOCT 32419. TOCT 32423. a Takke cneaywoouwuii
TEPMUH C COOTBETCTBYHOLW UM OnpeseneHnem:

3.1 usbupaTtenbHas TOKCUMYHOCTb NPU OAHOKPAaTHOM BO34elcTBUU: CNOCOOBHOCTb XMMMUYECKON
NPoAYyKLMM OKasbliBaTb TOKCMYECKOE AeliCTBME Ha onpefesieHHble OpraHbl-MULWeHN n/unu ruonornyeckne cu-
CTeMbl. He 3aTparveas Apyrue BuAbl OpraHoB U/MNM cCUCTEM B pe3yfnbTaTe O4HOKPaTHOro BO34eicTBus.

MpnmeuvaHne — I/I36|/|paTean0e TOKCU4yeckoe ,quZCTBMe MOXeT ObITb OﬁpaTI/IMbIM 7l HeDﬁpaTMMbIM, npo-
ABNATLCA HEMEA/IEHHO NN B BUAE OTAA/IEHHbIX nocne,qcnamﬁ.

4 Knaccugukauusi onacHOCTU XMMUYECKO npoaykuuu, obnagatouiei
n36upaTesibHO TOKCUYHOCTLIO Ha OpraHbl-MULWIEHN U/UAN CUCTEMBI
npv 04HOKPATHOM BO34ENCTBUN

4.1 Knaccuukauma XxMmMuM4yeckoi npoaykLun no JaHHoOMYy BUAY OMACHOCTU [0J/KHA paccMaTtpuBaTbes
AN BCeX BO3MOXHbIX MyTell NOCTYN/IEHNA B OpraHn3m yesoBeka (Mpu npornaTtbiBaHUK, NnonajaHnum Ha KOXy u
BAbIXaHMMN) N yYnTbiBaTb 3hPeKT (CEpbe3HOCTb NOCNeCTBUI) TaKoro BO3AeCTBUSA.

4.2 Kputepun knaccumkaumm onacHoCTM XMMUYECKON npoaykuun, obnagatouweit n3bnpaTtesnibHON TOK-
CMYHOCTbIO Ha OpraHbl-MULWEHN H/MAN CUCTEMbI NPV OJHOKPATHOM BO3AeicTBMM, ycTaHOBeHbl B TOCT 32419
n FOCT 32423.

4.3 NS oueHKM n3bupaTesibHOW TOKCUYHOCTU Ha OpraHbl-MUWEHU M/MAN CUCTEMbI NPU OAHOKPATHOM
BO3/€/ICTBMU MOMUMO HaAEXHbIX CBUAETENbCTB BO3AENCTBMSA XMMUYECKOW NMPoAyKLUN Ha nogeil n/vnav nog-
OMbITHBIX XXUBOTHbIX (CM. pa3gen 6) MOryT 6biTb MCNOMIb30BaHbl OPUEHTUPOBOYHbIE BEINUYUHBI, YUUTbIBAOLLME
NPOAO/IKUTENbHOCTbL BO3AENCTBUA 1 A03Y/KOHLEHTPaLMIO, MPUBOASALLYI0 K COOTBETCTBYIOLEMY TOKCMYECKOMY
BO3JelicTBUIO (NOCNEACTBUSAM) Ha OpraHbl-MULLIEHN U/UN CUCTEeMbI B pe3ysibTaTe /11060ro NyTn nocTynaeHuns
B OpraHn3M — Npu npornaTtbiBaHUK, nonajaHumn Ha KOXy Win BAblXaHUU.

4.4 Xumunyeckas npogykuus, obnagawouwas u3bupaTenbHON TOKCMYHOCTbIO Ha OpraHbl-MuleHn u/
AN CUCTEeMbl NPU OAHOKPATHOM BO34ENCTBMM, MOXET 6biTb OTHECeHa K OfHOMY W/IN HECKONbKMM Knac-
cam 0nacHocTW B COOTBETCTBUM C KPUTEPUAMM, YCTAHOBJ/IEHHbIMU B Tabnuue 1 (Ha ocHoBe Tabauubl 23
FOCT 32419—2013).

4.5 Ona xuMmn4yeckoi npoaykuuu, obnagatrouieil n3bmpatesibHON TOKCUYHOCTbIO Ha OpraHbl-MuwleHn u/
UAKN CUCTeMbl NpY OAHOKPaATHOM BO3JelcTBUK KNnacca 3 BbIAENAT ABe rpynnbl:

- XMMuuyeckaa npoAaykuus, obnagawlan HapkoTUYeckum AelicTBrem;

- XMMMUuYeckan NpoAyKuusa, okasbiBalwlas pasgpaxkalliee fjelicTBne Ha gbixaTenbHble NyTH.

Ta6nuuya 1— Knaccbl 01acHCXIM XMMUYECKO NPoayKLmMK, 061afatolleit 3bmparesibHol TOKCUYHOCTbLIO Ha OpraHbl-
MULLIEHW WU CUCTEMBI NPU OHOKPATHOM BO3AENCTBUM

Knacc
onacHoot Kputepun onpefieneHns Kracca onacHOCTV XUMMYECKOM MPOAYKLMN
1 1 [docTaTtoyHble gokasaTesibCTBa TOro, YTO XMMMYECKas NpoAaykuus obnagaeT wav MoxeT obnaaaTb

3HAYUTESIbHOW TOKCUYHOCTBIO Ha OpraH-MULLIEHb W/WWM CUCTEMY YesloBeka VW XMBOTHBLIX NPU OgHOKpaT-
HOM BO3JeCTBUN.

2 Xumunueckas npofyKLumus okasblBaeT BO3JENCTBME Ha OpraH-MULLEHb M/MN CUCTEMY B KOHLIEHTpaLmu:

- He 6onee 300 Mr/Kr (BHYTPWKENYAOUHO. KPbIChI);

- He 6onee 1000 Mr/Kr (HAKOXHO. KPbICLI/KPOMUKNY);

- He 6onee 2500 ppm (MHraNAUMOHHO. 4 Y, ras, KpbICbl):

- He 6onee 10000 mMr/M3 (MHrANAUMOHHO. 4 Y. nNap. KpbICbl);

- He 6onee 1000 Mr/M3 (MHF/IILMOHHO. 4 Y. MblNb/4bIM/TYMaH. KPbICbl)
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OKOHYaHue Tabnunubl 1

Knacc o
onachocTH Kputepun onpegeneHns knacca onacHoOCTU XMMUYECKOn npoayKuun
2 1 OrpaHunyeHHble gokasaTenbCcTBa TOr0, YTO XMMUYECKas Npoaykuua obnagaeT unu moxet obnapatb
TOKCUYHOCTBIO Ha OpraH-MuLIEeHb U/Wn CUCTEMY YesioBeka Npv OAHOKPaTHOM BO3AEWCTBMM B COYETaHNM C
[0CTaTOYHbIMU JOKa3aTeNbCTBaMMN faHHOro AeliCTBUS Ha XUBOTHbIX.
2 Xumunyeckas NpoayKuus okasbiBaeT BO3[eiNCTBME Ha OpraH-MULEHb WK CUCTEMY B KOHLEHTpaLumu.
- 0T 300 o 2000 Mr/Kr BKNKOY. (BHYTPWMXENYA04YHO. KPbICbI);
- 0T 1000 g0 2000 Mr/Kr BK/THOY. (HAKOXHO, KPbICbI/KPOSTNKM):
- 0T 2500 g0 20000 ppm BK/OY. (UHF3NALUOHHO. 4 Y. ra3. KpbiCbl);
- 0T 10000 o 20000 Mr/M3 BK/IHOY. (MHI3ASAILMOHHO. 4 Y. Nap. KpbICbl):
- 0T 1000 o 5000 mMr/mM3 BKNtOY.( nHdnsaumoHHo, 4 Y. Nblb/abIM/TYMaH. KpbiCbl)
3 XumMmuueckas npoaykums, obnagawuias HapKoTUYECKUM feAcTBueM*:

- NOCNeACTBUS BO3A4ENCTBUS HA MII0Aeli: yTHeTEHWE LLleHTPanbHO HEepBHOI CUCTEMBI, B TOM YMC/Ie rofo-
BOKPY)XEHMWEe. YCTasoCTb, COH/IMBOCTb, NOMpAYHEeHUe CO3HaHUS, CHUXEHWE BOCMPUUMUYMBOCTH, 3aTOPMO-
XEHHOCTb peakLuu, HapylleHue BOCNPUATUS, OTCYTCTBME KOOPAMHALMK, yTpaTa pediekcos, ocnabnexue
namMsiTi, NoBbILEHHAs Pa3fpPaXUTEIbHOCTb, CU/IbHAS FOI0BHAs 60/1b UK TOLIHOTA:

- NOCNeACTBUS BO3A4ENCTBUSI HA XXMBOTHbIX: SIeTaprus, yTpata pediekcoB, noTepsi CO3HaHUS U aTakcus
BpPeMeHHOro xapaktepa. Ec/in yka3aHHble CUMNTOMbI HOCST MOCTOSIHHbIN XapakTep, TO XMMUYeCcKyto npo-

AYKUMIO. BbI3blBAKOLLYIO TaKyl0 peakuuio, cnefyet paccmaTpuBaTtb Ha BO3MOXHOCTb OTHECEHUA K Knaccy
onacHoct 1 unu 2.

Xumunyeckas npoAykumusa, okasbiBawlas pasgpaxatollee geiicTBre Ha AblxaTenbHble nyTu*;

- pasgpaxeHue AbixaTesNbHbIX NyTeil, XapakTepusyloLleecs /OKasibHbIM NOKPACHEHMEM, OTEKOM, 3y-
[0M U/Mnn 6oNbIo N HapyllalLiee pecnupaTopHyto (hyHKLMI0 C TaKUMW CUMNTOMaMK, Kak kalesnb, 60sb,
yAylbe U 3aTPyAHEHHOE AblXxaHue. ECIM CUMNTOMbI HOCST NPOAOMIXMUTENbHbIN XapakTep, TO XMMUYECKYH

NPOAYKUWIO, BbI3bIBAIOLLYIO TaKyl0 peakuuio, creayet pacCcMaTtpuBaTh Ha BO3MOXHOCTbL OTHECEHMA K Knac-
Ccy onacHoctu 1 nnau 2:

- NOJIOXUTENIbHbIE pe3ynbTaThbl ncnbiTaHni pasgpaxeHuns gbiXxaTenbHbIX nyTe|7| C nomMmouibto 6|/|omap|(e-
pOB CUCTEMHOIO BOCNaneHus, 6p0onaaneonﬂpHor0 nasaxa n apyrux metoaos.

* OpUEHTUPOBOYHbIE 3HAUEHUSA HE yKasaHbl, NOCKOMIbKY Knaccudmkaumsi onacHOCTW OCHOBAHA [MaBHbIM 06pa-
30M Ha CBEAEHMsIX 0 BO3AEeNCTBUM Ha Niogelt. JlaHHble UCCnefoBaHuii BO3AEHCTBUS HA XUBOTHbLIX MOTYT 6biTb YUTEHbI
npu oueHKe BCel COBOKYMHOCTU AAHHbIX.

MpumeyaHuns

1 Xumunyeckas npogykuusi, o6nagarouias n3éupaTtesibHOl TOKCUYHOCTbIO HA OpraHbl-MULLEHW WWAN CUCTEMbI
npu OfHOKPATHOM BO3AelCTBUN, MOXET ObiTb OTHECEHA OJHOBPEMEHHO K Kfaccy onacHocTu 1 1 knaccy onacHoct 3
W KNaccy onacHoOCTM 2 1 Knaccy OnacHocT! 3 B 3aBMCMMOCTN OT NopaxaeMbIX OPraHoB W/Wan CUCTEM YesnloBeka npu
TOM WX UHOM NYTW NOCTYNNEHNS.

2 Xumuyeckas npoaykuusi ogHOBPEMEHHO MOXeT o6nafaTb HapKoTUYeCKUM AeliCTBMEM U OKasbiBaTb pasgpa-
xawulee AelicTBne Ha ablxaTenbHble NyTu.

4.6 KpuTepun NpUMEHSIOT ANs knaccuukaumm onacHOCTW Kak WHAMBUAYANbHbIX XWMUYECKWX Be-
LW ecTB, Tak U CMEeCeBOil XMMUUYeCKoi NpoAyKUMM B Clyuyae Hanumus AaHHbIX N0 CMecu B Le/ioM.

4.7 OpUEHTMPOBOYHbIE 3HAYEHUS KOHLEHTPaLUU XMMUYECKOH NpoAyKLUM, NPUBOASLLEA K TOKCUYECKO-
My BO3felcTBuMI0 (NOCNEeCTBUSIM) HA OpraHbl-MULWEHU W/UIN CUCTEMbI NMPY BAbIXAHUW, fOMXKHbI 6bITb OCHOBA-
Hbl HA 9KCNEPVMEHTa/IbHOM YeTblpEXUacOBOM BO3AEWCTBUU.

4.8 Ecnv vMeloTcs AaHHbIe, NMOJyYEHHbIE B pe3y/ibTaTe YacOBOro BO3AENCTBUS, UX MOXHO npeo6paso-
BaTb NyTeM fefeHns Ha 2 4N ra3oB ¥ N1apoB U HA 4 A8 NbIAW U a3po3onei.

4.9 nA nepecyeTa OPUEHTUPOBOUHLIX 3HAUYEHUI KOHLEHTpauuii, ykasaHHbIX B 06bEMHbIX YacTaX Ha
MUMMVOH, B MUAAIUTPAMMbl Ha KyGuuyeckuii MeTp BO3Zyxa WCNo/b3yT cneayrlyo dopmyny:

(D

rae M — monekynapHas macca.

4.10 Knaccudukaumio 0nacHOCTM OCTPOA TOKCMYHOCTM MO BO3LEHCTBMIO HA OpraHnsm MpoBo-
OST OTAENbHO Ha OCHOBAHMMW MoOKasaTens cpefHeill cMepTenbHOW A03bl (NpyM nmpornaTtbiBaHWM M nonafja-
HUN Ha KOXY) unu (cpegHeit cMepTenbHOW KOHUEHTpauMn Npu BAbIXaHWW) B COOTBETCTBUM C Tabnuuel 14
FOCT 32419—2013. TOCT P 56930. FOCT P 56932 n FOCT P 56957.
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411 Ans oueHkn usbnpaTenbHON TOKCMYHOCTU paccMmaTpusaloT apekTbl, He NpuBoAALW e K NeTanb-
HOMY ncxoay.

4.12 AnAa vcknwyeHus aAyb6nuposaHus B npouecce kiaccutukauum onacHocT ANA OLEHKN n3bupa-
Te/IbHOW TOKCUYHOCTW Ha OpraHbl-MULLIEHN M/WIN CUCTEMbl MPU OAHOKPATHOM BO3AENCTBUM He AO/DKHbI yuu-
TbiBaTbCA Cnejytolme Buabl n3bnpaTenbHoro 4eincTeuns:

- 0CTpas TOKCUYHOCTb.

- nopaxeHue (Hekpo3s)/pasgpaxemue KOXu;
cepbe3Hoe nospexjeHune/pasgpaxeHue rnas;
ceHcMbunusmpytolee geiicTene Npu BAbIXaHUN 1 MONajaHun Ha Koxy;

MyTareHHoe aelicteume;

KaHLeporeHHoe felicteune;

BO3jeiicTBMeE Ha (DYHKLMIO BOCMPON3BOACTBA;
onacHoCTb NMpu acnupauuu.

MpumeyaHunsn

1 Bugbl n3buparesnibHoOro AelicTBrs, KOTOPble He AO/MKHbI YUNTLIBATLCA NPU OLEHKe 13bupartesisHol TOKCUYHOCTM
Ha OpraHbl-MULLEHN WUV CUCTEMbI MPY OJHOKPATHOM BO3/EeiCTBUM, OLIEHUBAIOT OTAE/NBHO.

2 OcCTpylo TOKCMYHOCTb OLeHuBaloT B cooTBeTcTBuM ¢ MOCT 32419—2013 (nogpasgen 6.1). TOCT P 56930,
FOCT P 56932 1 F'OCT P 56957.

3 lMopaxeHune (Hexpo3YpasgpaxkeHune KoXM oLeHMBatoT B cooTBeTcTBun ¢ FOCT 32419—2013 (nogpasgen 6.2) u
FOCT P 56958.

4 CepbesHoe noBpexaeHne/pasgpaxeHune rnasouleHnsaloT B cootseTcTBumn ¢ FOCT 32419—2013 (nogpasgen 6.3)
1 FOCT 56959.

5 CeHcubunusupylolee feiicTBue npu BAbIXaHUM WM MOMNafaHnM Ha KOXy OLEeHUBalT B COOTBETCTBUM C
IOCT 32419—2013 (nogpas3gen 6.4) n FOCT P 58476.

6 MyTareHHoe aeiicTBue oueHuBatoT B cooTBeTCTBUM ¢ FTOCT 32419—2013 (nogpasaen 6.5) n FOCT P 57454.

7 KaHueporeHHoe aelicTBre oueHnBatoT B cooTBeTcTBUM ¢ TOCT 32419—2013 (nogpasaen 6.6) n FOCT P 57453.

8 Bo3geiicTBue Ha hyHKL MO BOCNPOM3BOACTBA OLeHMBatoT B cooTBeTcTBUMM ¢ FOCT 32419—2013 (noapasgen 6.7)
n rOCT P 57452.

9 OnacHoCTb Npu acnupawuy oLeHmsatoT B cooTeTcTBUM ¢ FOCT 32419—2013 (nogpasgen 6.10) u FOCT P 58478.

5 Knaccudukauma onacHOCTM CMECEBON XMMUYECKON NnpoayKuum,
obnagawuwein n3bupaTenbHON TOKCMYHOCTbIO HA OpPraHbl-MULLIEHN
n/mnu cucteMbl NpyY OAHOKPATHOM BO34ENCTBUM

5.1 O6wure NnprHUMMIbLI KnaccuukaLmym onacHOCTM CMeCeBO XMMUNYECKO NPoOAYyKL UK

5.1.1 O6wune NpuMHLUUNBI Knaccudukalmm onacHOCTM CMeCceBOil XMMUYECKON MPOAYKLMU, B TOM yucne
obnapgarouieii n3bmpartenbHOW TOKCUYHOCTbIO HA OpraHbl-MULWEHN W/MAK CUCTEMbI NPW OJHOKPATHOM BO3feii-
cTBUN. ycTaHoBNeHbl B TOCT 32423— 2013 (pa3gen 4).

5.1.2 KpuTepumu knaccugukalmm onacHoCTM CMeceBOli XMMUYeckoin npoaykuuun, obnagatweii nsbupa-
Te/IbHOW TOKCMYHOCTbIO HA OpraHbl-MULLIEHN U/WAN CUCTEMbI MPU OAHOKPATHOM BO3AENCTBUM, NPU HAMM4uu
3KCNeprMeHTasIbHbIX faHHbIX MO CMecu B L,e/IoM npeAcTasieHbl B Tabnuue 1.

5.1.3 lpn OTCYTCTBMM 3KCNEPMMEHTANbHbIX faHHbIX MO CMECK B LLe/IOM UCNOMb3YIT NPUHLUMNLI NHTEP-
nonayun, nanoxeHHole B FOCT 32423—2013 (pa3gen 6).

5.1.4 B cnyuyae OTCyTCTBUS 9KCMEPUMEHTA/bHbIX AAHHbIX MO CMecu B L,esloM 1 uHdopmauum, kotopas
nossonuna 6sl UCNOAb30BATb MPUMEHMUMbIE MPUHLUMBI MHTEPNONALNN, ANA KnaccudunkaLum Ncnoab3yloT me-
TOAbl OLLEHKM ONAacHOCTU Ha OCHOBE uMetoLleica nHpopMaLuny No oTAe lbHbIM KOMMNOHEHTaM CMecHu.

5.2 PacuyeTHbli MeToa Knaccugukauuy onacHoCTU CMeCeBO XUMMUYECKON NpoayKLmuu,
o6napatouieit n36upaTenbHOl TOKCUYHOCTLIO HA OpraHbl-MUWEeHU U/MAW CUCTEMBI NPK
04HOKPATHOM BO34EeiNCTBUM

52.1 CmeceBas xuMuyeckas npoaykums MOXeT 6blTb KnaccuuumupoBaHa Kak XuMmyeckas npoaykuus,

o6nagawouas n3bupaTenbHON TOKCUYHOCTBIO HA OpPraHbl-MULEHU /MKW CUCTEMbI MPU OJHOKPATHOM BO3f4eii-
CTBUMW, €CNIN OHA COAEPXMUT O4UH UM HECKO/IbKO KOMMOHEHTOB, 06/1a4alnWwmnx AaHHbIM BUAOM ONacHOCTU, B
KOHLeHTpaummu, CyMMapHO paBHOM WK NpeBblllatol el npegens!, ykasaHHble B Tabnuue 2 (Ha ocHoBe Tabnu-
ubl 11 TOCT 32423—2013).
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Tabnuuya 2 — KoHUEHTpaUWOHHbIe Npedesibl KOMMNOHEHTOB, BXOAALMX B COCTaB CMECH, NO3BONSIOLME Knaccudm-
LMpoBaTb ee Kak 06/1ajatoLyto M36rpaTesibHol TOKCUYHOCTBI0 Ha OpraHbl-MULLEHWU W/WAN CUCTEMbI MPU OLHOKPATHOM
BO3JeicTBUM

CyMMapHas KOHLIEHTpaLWs KOMMOHEHTOB (C. *A> No3BO/SIOLLIAS OTHECTY CMECh
K CiefytoLLyIM K/accaM OnacHOCTV XVIMUYECKO NpofyKuyy obriaaatoLLeli
136MpaTebHON TOKCUYHOCTBIO Ha OpTaMbHMIILLIEH W CUCTEMbI NPU OAVOSAPATHOM

Knacc ornacHoCTV KOMIMOHEHTEH,
OTHECEHHbIX K XUMYECKOWA npoayKummn,

Tommﬁ?lggﬂ:}rgﬁgmo;rsa?iﬁﬁag%mrwm BO3AeiCTBIAN
CUCTEMbI NPV OfIHOKPATHOM BO3AElCTBIN 1 2 3
1 Criwo 10>C2 1 —
2 — Criw —
3 . o Cr 20’ (Heobxoanma akcnepTHas

oLieHKa)**

* CyMMapHyt0 KOHLEHTpaLuIo KOMMOHEHTOB, 06/1aal0LLMX HAPKOTUYECKUM AeliCTBUEM, U CYMMAaPHYHO KOHLIEH-
Tpauuio KOMMOHEHTOB, OKa3bIBAIOLLMX pasapakatoliee AeiicTBMe Ha AbIxaTesibHble MyTW, CPaBHUBAIOT C YCTAHOBJIEH-
HbIM NpefesibHbIM 3HaYeHNeM OTAE/bHO.

** Kputepun npeactassieHsl B Tabnvue 1

5.2.2 TMpu kNaccugmkaLmm onacHoCT! CMeCceBol XMMWUUYECKON NPoAYKLUW AO/MKHA 6biTh yuTeHa BO3-
MOXHOCTb CHHEpPruyeckoro B3auMofeiiCTBNS KOMMNOHEHTOB, 06ajanLnx 3bupaTenibHOM TOKCUYHOCTbIO Ha
opraHbl-MULWEHU U/UNKM CUCTEMbI NPU OAHOKPATHOM BO34eiiCTBUM.

5.2.3 CymMMupoBaHue KOMMOHEHTOB, OTHECEHHbIX K XMMWYecKoi npogykuuu, obnagatouieit usbupa-
TENbHOM TOKCMYHOCTbLIO HA OPraHbl-MULLEHN U/MAN CUCTEMbI NPU OJHOKPATHOM BO3AeiCTBUM kacca 3. NpoBo-
AAT ANs KOMMNOHEHTOB, 06/1aAaoLW X HApPKOTUYECKUM AECTBMEM, U KOMMNOHEHTOB, OKa3blBaKLMX pasgpaxa-
lolWee AeAcTBME Ha AblXaTeslbHble MyTU, OTAE/bHO.

6 Bbl6op Hambonee NoAXoAALLNX AaHHbIX

Knaccumkauma onacHOCTU XMMUYECKOW Npoaykuuu, obnagatouieii n3bupartenbHOM TOKCUMYHOCTLIO Ha
opraHbl-MULLIEHN U/WAN CUCTEMBI, 3aBUCUT OT HA/IMUMNA HafeXHbIX CBMAETENbCTB BO3AeliCTBUA AaHHON npo-
AYKLUMK Ha nogei n/vnn nabopaTopHbIX XUBOTHbLIX B pe3ynbTaTe 04HOKPaTHOro BO34elCTBUSA, NPUBOAALLETO:

- K YCTOWYMBBIM U UAEHTUDULUPYEMbIM TOKCUKOTOTMYECKUM NOCNEACTBUSIM;

- K TOKCUKOJ/IOTMYECKN 3HAYUMBIM U3MEHEHUAM YHKLUN Uan MOpdoorumn TkaHu/opraHa;

- K Cepbe3HbIM N3MEHEHUAM GMOXMMUYECKOro cocTaBa Uan remaTosiormm opraHu3ma;

- K MEHEEe Cepbe3HbIM N3MEHEeHUAM, 0XBaTbliBaLW MM PS4 OPraHoB.

6.1 [laHHble no pe3ynbTataM BO34eCTBUA Ha YenoBeka

6.1.1 MMpu knaccudmkaLmm onacHOCTM XMMUYECKOW NpoayKuny B kavyecTee obnagawllein nsbuparenb-
HO TOKCMYHOCTbIO Ha OpraHbl-MULIEHWN W/MAN CUCTEMbI NMPU OJHOKPaATHOM BO3AeiicTBUM B NepBylo ouepefb
paccmaTpusalT MMeloLecs AaHHbie B OTHOWEHNN BO3eACTBUS Ha YenoBekKa.

NMpumevyaHune — CeefeHns MOryT cofepxarbecs:

- B 3aMMAEMMNONIOTNYECKNX NCCef0BaHNAX;

- B Tematuyeckux otyeTax;

- B OTYeTax 0O HecyacTHbIX ClyyYasix U aBapusax Ha NPOM3BOACTBEHHbIX OO beKTax:
- B MeXAyHapoAHblx 6a3ax AaHHbIX;

- B MEeJMLUMHCKO 1 CNpaBOYHON NntepaType;

- B MHbIX HAaf@XHbIX NCTOYHUKAX.

Mpumepbl TOKCHMYECKOTO AeiicTBUA HA YenoBeka (nocneacTBUI)

1 3a6onesaemMocThb B pe3ybTaTe OHOKPATHOIO BO34eCTBUA XUMNYECKOW NPOAYKLUN.

2 3HaunTenbHble (Cepbe3Hble) PYHKLMOHANbHBIE NU3MEHEHUA B pecnupaToOpHO cucTeme, LeHTpanb-
HOW unn nepudepuyeckoil HepBHOW cUcTeme, APYrMx opraHax W Apyrux cucTemax, BKA4Yas NpUsHaku fge-
npeccuu LEeHTPanbHON HEPBHOW CUCT eMbl U MOCNEACTBUA ANA OT JeNbHblX OPraHoB YyBCTB (3peHne, cnyx,
060HSAHME N T. 4.).

3 J/llo6ble 3aMeTHbIE U CyljeCTBEHHble HeraT UBHbIe N3MEHEHUSA B KIMHUYECKUX NapaMeTpax npu aHanu-
3e 6MOXUMUYECKOTO cOCT aBa KpoBU U/MAN MOUN.
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4 Cepbe3Hble MOBPEX/JEHNS OPraHOB, OTMeUYEeHHble NPU BCKPbI T NN U/MNN BNOCNEACTBUN PACCMOT PeH-
Hble UNN NOAT BEPX/AEHHbIe MPU MUKPOCKONMNYECKOM UCCNEe[0BaHNN.

5 MHoroo4aroBblit Unu And y3HbIi Hekpo3, hn6po3 N o6pasoBaHne rpaHyeMbl B XU3HEHHO BaXHbIX
opraHax, CnocoGHbIX K pereHepayuu.

6 Mopcdonornyeckne M3SMeHeHUs, KOTOpble NOTEHLNaNbHO ABNAI T CA 06paTNMbIMK, HO ABHO CBUJE-
TENbCTBYIT O 3aMeTHON AuchyHKLUN opraHa.

7 CBuaeTenbcTBa ABHON CMepTHU KNeTKMN (BKNOYAA JereHepaLmnio KneTKN U yMeHbL eHNe KoimyecTBa
KNeTOK) B )XXW3HEHHO BaXHblX OpraHax, He CNocoG6GHbIX K pereHepaunmu.

6.1.2 lpu MHTepnpeTaLum UMEeKLKUXCA AaHHbIX NO BO34EeNCTBUIO HA YenoBeka o6palalT BHUMaHUe
Ha afleKBaTHOCTb CBEAEHUI B OTHOLEHUN:

- A,03bl:

- NPOAO/MKUTENBHOCTN BO3AENCTBUS;

- NPOAO/IKUTENIbHOCTH HabnwaeHNs;

- Cepbe3HOCTN HabngaeMbiX CAMATOMOB M CONPOBOXAAOLW X (haKTOPOB, KOTOPble MOTYT NOB/NATbL HA
pe3ynbTaT (B TOM Yncne Bo3geicTBue APYrnx BeLLecTB).

MpumMepbl TOKCUMYECKOTO AeicT BUSA HA yenoBeka (MoCNeACTBUIi), KOTOPbIE HE ABNSAK T CA AOCT AT OUYHbI-
MU AN KNACCMMMKALMM ONacHOCT 1

1 KnuHnyeckne HabnoAeHNs nnu He6oNbluMe N3MEHEHNS Beca Tena, NoTpe6eHns KonnyecTBA NULWLK
M BOAbI, KOTOPble MOTYT UMETb 3HAYMMOCT b C TOKCUKOIOTMYECKOH TOUKM 3PEHNSA, HO HE ABNA T CA CBUAE-
TeNbCTBOM 3HAUYNT €/IbHO T OKCUYHOCT U.

2 HesHauyuTeNbHble N3MEHEHUS B NnapameTpax 6MOXMMNWYECKOTO COCT aBa KpOBU MU MOYU n/mnu obpa-
TWMble NOCNEACTBUA, KOFr4a OHN UME T HeuyeT KU xapakTep UAN MUHUMAabHOE T OKCUYECKOe 3HaUYeHue.

3 i3MeHeHNe Beca OpraHoB, He CBUAE T EeNbCTBYU ee 0 AUCHYHKLUN OPraHoB.

4 AfanTuBHas peakuus, KOTOpas He pacCMaTpuBaeTCA B KAYeCTBe OTHOCALW eACA K TOKCMKoNoruye-
CKUM NOCNeACcTBUAM.

6.1.3 [laHHble O Ha/IMYMN TOKCUYECKOTo AEeCTBUA Ha OpraHbl WM CUCTEMbI YesioBeKa, He3aBUCUMO OT
[103bl, NPU KOTOPOW TOKCMUeckoe felicTBue 6bls10 NPOSIBNIEHO, UMEIOT NpeBanupyolee 3HaueHme HagaaHHbl -
MUW. NONTYYEHHBIMUW NPU UCC/Ief0BaHUN TOKCUYHOCTM HA XXUBOTHbIX.

6.1.4 Knaccudumkaumsa onacHocTy No pasgpaxarlwemy AeliCTBUIO Ha AblxaTeflbHble NyTu NPOBOAUTCS
TO/MbKO TOrga, korga He HabnwpgalTca 60nee cepbe3Hblie NOCAEACTBUA ANA OPraHoB U CUCTEM, B TOM yucne
AN pecnupatopHoOi CUCTEMbI.

6.1.5 [N 0THECEHUS XMMUYECKO NPOAYKLMMN K XMMUYECKOW NnpoayKummn, obnagatuiein nsbmparenbHoi
TOKCUYHOCTbIO Ha OpraHbl-MULWEHN U/MN CUCTEMbI NPY OAHOKPATHOM BO3AENCTBUM Knacca 3. rpynnbl Xumuye-
CKOIi NpoAykunn, okasbliBaloLlen pasgpaxatLee geiicTBue Ha AblxaTebHble NyTU, HabgaeMble CUMMITOMbI
BO3felicTBUSA cornacHo Taénuue 1 A0/MKHbI 6bITb XapakTepHbl A5 BCE rpynnbl N04ei, nogBepriinxcs Bo3-
neincTBuIo.

MpunmeuvaHne — [laHHble, NO/TyYEHHbIE B OTHOLLUEHUN ]'IIO,CI,GVI C r'mnepyyBCTBUTE/IbHOCTbLIO AbIXaTe/lbHbIX nyTe|7|,
He [0CTaTOo4YHbl Ana o6ocHoBaHWA KI'IaCCI/ICbVIKaLWII/I onacHoOCTW.

6.1.6 CBefeHusi 0 pasfpaxeHnun gbixaTeslbHbIX NyTel 6e3 ykazaHus CUMNTOMOB BO3AeiCTBUS HE MOTyT
6bITb UCNOMb30BaHbI 4711 060CHOBaHWSA KaccuuKayum onacHoCTH, NMOCKOIbKY MOTYT BK/I0YaTb CY6bEeKTUB-
HYI0 OLIEHKY, BbIXOASILLYHO 32 KPUTEPUM KNaccupuKalum onacHocTy.

Mpumep — 3anax, HENPUATHble BKYCOBble Ol YU|eHNs, Ol Yy eHNe W eKOTKN N CYXOCT MW He SBNA TCA
[OCTATOYHBIMU CUMNTOMaMU ANA OTHECEHUS XUMUYECKON NMPOoAYKLUN K XMMUYeCcKoi npoaykumumn, obnapao-
wei n3bupaTenbHOW TOKCUYHOCT b0 HA OPraHbl-MULIEHN U/MAN CUCT eMbl NPU Of4HOKPATHOM BO3AelNCT BUNK
knacca 3, rpynnbl XMMUYecKoi NpoAyKLMmM, okasbliBalowei pasgpaxatwuee geicTBne Ha AblxaT eNbHble NYyTU.

6.2 [laHHble naGopaTopHbIX UCNbITAHWI in Vivo

6.2.1 Tpu3HaHHbIe N yTBEPXAEHHblEe MOAeNn nabopaTopHbIX UCMbITAHWIA iN VIVO ANt onpefeneHns pas-
ApaXeHna AbixaTeNbHbIX MyTeA Y XNBOTHbIX OTCYTCTBYIOT.

6.2.2 AnAa knaccudurkaumm onacHoOCTh MoXeT 6biTb MCNONb30BaHa WHopmauus nNo BO3AENCTBUIO Ha
opraHbl UKW CUCTEMbI, MOlyYeHHas B pe3yfnbTaTe N1abopaTOpPHbIX UCMbITAHWI OCTPOI MHIaNALMOHHON TOKCHY-
HOCTW. KOTOpble OblNIN NPOoBeAeHbl Hanexalum o6pa3om 1 B COOTBETCTBUU C MEXAYHAPOA4HO NPU3HAHHLIMU
NM/MNN yTBEPXAEHHBIMY HA HALMOHA/IbHOM YPOBHE MeTOAUKaMW.
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Mpumepsl

1 MpoABNEHUA KNMHNYECKUX NPU3HAKOB T OKCUYHOCT MU B BUJE OAbIWKA MPUHMT A U TNUCTONATONOMNN B
BUje runepeMumn, oreka, MMKpoBOCNaneHns, yTONU eHNA CAN3NCT Ol 060104KM, KOTOpPble AIBNA T CA 06paTu-
MbIMU U OT paxaw T XxapakTepHble KNTUHNYECKNE CUMNT OMbI.

2 Cepbe3Hble MOBPEX/EHNA OPraHoB, OTMe4YeHHble NP BCKPbI T UM W/MAN BNOCNeACTBUN PACCMOTPEH-
Hble UNU NOATBEPXAEHHbIE MPU MUKPOCKONUYECKOM UCCNEAOBAHUN.

3 MHoroou4aroBblii Unn AN y3HbI i HEKPO3, PUEPO3 NN o6pa3oBaHNe rpaHyeMbl B XXW3HEHHO BaXHbIX
opraHax, Cnoco6HbIX KpereHepauunu.

4 Mopdonornyeckne M3MeHeHWs, KOTOPble NOTEHUNANbHO ABNAI T CA 06paTUMbIMU, HO SIBHO CBUAE-
TEeNbCTBYWT 0 3aMeTHOR AnCYyHKLMN opraHa.

6.2.3 VHhopmauma gns knaccudukaymm onacHOCTU MOXeT O6biTb MOyyYeHa U3 pesynbTatoB uUccneno-
BaHWii in Vivo n3bmpartenbHoi TOKCUYHOCTU XMMUYECKO NPOAYKLMU HA OpraHbl-MULWEHN W/MAK CUCTEMBI NpK
MHOrokpaTHOM BO3[eACTBUN.

6.2.4 Ecnu gna knaccudukaunum onacHoOCTU UCMNOJb3YIOT TOMbKO pe3yfbTaTbl 1abopaToOpPHbIX MUCMbITa-
HWUIA Ha XXMBOTHbIX, TO NOMUMO KIMHUYECKUX CUMNTOMOB (aHa/N0rMYHO CUMMNTOMaM BO3AelCTBUS Ha YenoBeka
cornacHo npumepam, npuBefieHHbiM B 6.1.1) HE06X0ANMO YUUTbIBATL OPUEHTUPOBOYHBIE 3HAYEHUSA [,03bl/KOH-
LleHTpaLun. Npn KOTOPbIX OHK 6GbISIN BbISAB/EHbI, B COOTBETCTBMU C Tabnuuei 1.

6.2.5 He3HauuTesnbHble (aHaNOrMYHO npuMepam, NpuBefeHHbIM B 6.1.2) Un HexapakTepHble A5 ye-
noBeka NocnefcTBMA BO3AeCTBMA Ha NabopaTOPHbIX XUBOTHbLIX HE MOTYT C/IYXMWTb OCTATOUYHbIM 060CHOBA-
HUem AN knaccudmkaLmm onacHoCTH.

6.3 [laHHble NabopaToOpPHbIX UCMbITAHUI in Vitro

6.3.1 MMpu3HaHHbIe 1 yTBEPXAEHHbIe MOAenu N1abopaTopHbIX UCNbITAHWIA in Vitro 4Nna onpejeneHns us-
6upaTesibHOM TOKCUYHOCTW Ha OpraHbl-MULWEHW /MM CUCTEMbI NPY OAHOKPATHOM BO3AENCTBMU OTCYTCTBYIOT.

6.3.2 Ecnu nmetoTcsa NONOXUTENbHbIE Pe3ybTaThl UCNbITAHW iN Vitro, To OHW MOTYT 6bITb MPUMEHEHbI
TO/IbKO NPU HANIMYNU IKCNEPTHOTO 3aKTHOYEHUS 06 NX HAAEXHOCTN.

6.4 WHble faHHblE

6.4.1 [na oueHKW omacHoCTU No M3bupaTtenbHO TOKCMYHOCTU cneayeT yuuTbiBaTb CBeAeHnss o0 umsn-
KO-XMMWYECKUX CBOWCTBAX XMMWYECKON NPOAYKUUW, KOCBEHHO yKasblBawlMe Ha NOTeHLMasn TOKCUYecKoro
[eNCTBMA Ha OpraHbl-MULLIEHU U/MAN CUCTEMDI.

Mpumepsbl

1 3HayeHune pH.

2 ArperaTHoe coCTOfHME.

3 PacTBOpPUMMOCTb.

4 flaBneHne napos.

5 Pa3mep vacTuy.

6 ®opma BbINycKa.

7 Cnoco6 npeanonaraemMoro MCNofb30BaHus.

6.4.2 Knaccudukaumsa XumMnyeckoin npoAyKLun Kak XMMu4eckoi npoAyKuuu, Bbi3biBaloLlLeli nopaxeHue
(Hekpo3ypasgpaxeHue Koxu, B cootseTcTeumn ¢ FOCT P 56958 aBnaeTcsa KOCBEHHbIM CBUAETE/IbCTBOM, UYTO
XMmuyeckas NpoAyKUUs MOXeT OKasblBaTb pasfjpaxatoliee feiicTBUE Ha AblXxaTefbHble NyTu (NpuU Ao3ax, He
BbI3bIBAOLLMX KOPPO3NOHHOE AeiCTBME Ha pecnupaTopHbIA TPakT).

MpumeuyaHne — N9 060CHOBAHWUS KNACCU(IMKALIMM OMACHOCTM XMMMUUECKOW MPOAYKLUMN, Bbi3blBAIOLLENA MO-
paxeHue (HeKPo3YpasapakeHUe KOXM, Kak XMMUYECKo NpoayKumuy, obnafaroeii n3buparesibHol TOKCUYHOCTbIO Ha Op-
raHbl-MULLIEHN W/UAN CUCTEMbI MPU OAHOKPATHOM BO3AENCTBUM Knacca 3. rpynfbl XMMUHECKOR NPOAYKLMY, OKasbliBatoLLel
pasgpaxatoLiee aeiicTBre Ha AblxaTesibHble NyTh, HE06X04YMbI 4OMNOHUTEbHbIE AaHHbIE.

6.4.3 Tpw OTCYTCTBMU CBefeHnii 0 BO3JeNCTBUN HA YesloBeKa U aKCMepUMeHTanbHbIX aHHbIX pelleHne
06 OTHECEeHUW XMMUYEeCcKol NPOoAYKUMUN K OGHOMY U3 K1acCOB OMacHOCTW Mo M3bupaTtesibHOl TOKCUYHOCTU Ha
opraHbl-MULIEHN U/MAN CUCTEMbI MPU OJHOKPATHOM BO3AeNCTBUM MOXeT 6biTb MPUHATO C MCMOb30BaHNEM
crneayounx TeopeTnyecknx Noaxon0s:

- meTtogonorns QSAR («Quantitative Structure — Activity Relationship», nnm «konnyecTseHHoe COOTHO-
LeHne CTPYKTypa — aKTMBHOCTb»): OCHOBaHa Ha MOCTPOeHUW Mogeneil, No3BOAIOWMNX MO ONMCAHUI0 CTPYK-
TYpbl XMWYECKOTO BeljecTsBa onpeAennTb ero CBoicTea, B TOM YMC/1e TOKCUKOOTNYECKME;



FOCT P 58479—2019

MpumeuyaHne — HaaexHble Mofeny paspaboTaHbl ANs1 OLEeHKM 3-T0 Kiacca OnacHOCTY Mo M3GUpaTesnbHol
TOKCMYHOCTM MPY OAHOKPATHOM BO3AENCTBUW, MPUMEHSIEMbIE MOZENN A5 OLEHKM 1-T0 M 2-TO KTACCOB OMACHOCTY MMEKT
CYLLECTBEHHbIE OrPaHUYEHUS 1 MOTYT UCNOMb30BATLCS /IULLL KaK BCOMOraTe/bHble AaHHbIE.

- MeToA CTPYKTYPHbIX aHasnoros (read-across): No3BoiseT onpeaennTs NoOCNeACTBUS TOKCUYECKOTo BO3-
LefiCTBUS XMMNYECKOTO BELecTBa Ha OCHOBE M3BECTHbIX CBEAEHU 06 n36upaTesibHOW TOKCMYHOCTU OAHOrO
WM HECKOJIbKNX CTPYKTYPHO CXOAHbIX BELECTB.

6.4.4 TeopeTnyeckne Noaxoabl 4/ OLEHKN U36UPAaTE/IbHOM TOKCUYHOCTM Ha OpraHbl-MULWIEHN MUK CU-
CTeMbl NpW OAHOKPATHOM BO3AENCTBUM NpeAHa3HauYeHbl A5 COKpaLWeHUss KOMYecTBa UCNbITAHUIA HA XMBOT-
HbIX M MOTYT 6bITb UCNO/Ib30BaHbI MPU YC/T0BUM JOCTATOYHOIO TEOPETMUYECKOro 060CHOBAHUS /MM HaNUYUs
3KCMNEPTHOTO 3aK/UeHus.
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KniouesBble croBa: kputepuu, KI'IaCCI/ICbI/IKaLU/IH onacHoCTn, XMUMWU4Yeckasa npoaykuua, BO34eiCTBME Ha
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TexHuueckuii pegaktop B.W. lMpycakosa
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KomnbtoTepHasi Bepctka J1.A. Kpyrosoii

CpaHo B Ha6op 04.09.2019. MoanucaHo o neyatb 16.09.2019 dopmaT 60*84 Vg, FapHutypa Apuan.
Yen. nau. n. 1,40. Yy.-usg. n. 1,12.
MoAroToBNEHO HA OCHOBE 3/1IEKTPOHHOI Bepcun, NpeAocTaB/ieHHo pa3paboTuMKom cTaHaapTa

Co3jaHo B €UHUYHOM ucnonHeHun Bo ®Iryrn «CTAHOAPTUH®OPM» ana komnnekToBaHua ®epepanbHOro HMoOpMaLynoHHOro
®oHpa cTaHfapToB. 117418 MockBa. HaxuMoBCKuii np-T, 4. 31. k. 2.
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